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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)M This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 43-71 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 43-71 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

STATUS: The rejection of claims 43-71 under 35 U.S.C. 112, first paragraph, 
set forth in the Office Action date October 12, 2006 has been maintained for the 
reasons of record and for the reasons set forth herein. 

Response to Arguments 

Applicant's arguments filed January 10, 2007 have been fully considered but they 
are not persuasive. 

Applicant contends that although diseases caused by neoplastic tissues are 
diverse, one of ordinary skill in the art, at the time the application was filed, had the 
ability to determine a treatment modality appropriate for a particular neoplastic tissue 
disease. Thus, Applicant opines that the claimed methods, which use', known 
treatment modalities in combination with the compounds does not require an undue 
level of experimentation for one of ordinary skill in the art, and therefore, the claims are 
enabled. However, Applicant's contentions are misplaced. 

Claims 43-71 are directed to a method of treating a disease or condition in a 
patient resulting from the presence of neoplastic tissue and carcinoma. The terms 
neoplastic tissue and carcinoma are interpreted to include any and all forms of 
neoplastic tissue and carcinomas. In light of this, it can be asserted that in spite of the 
vast expenditure of human and capital resources in recent years, no one drug has been 
found which is effective in treating all types of carcinoma because it is not a simple 
disease, nor is it even a single disease, but a complex of a multitude of different entities, 
each behaving in a different way. In re Hozumi, 226 USPQ 353 (ComrPats 1985). 



Application/Control Number: 10/659,499 Page 3 

Art Unit: 1624 

The determination that "undue experimentation" would have been needed to 
make and use the claimed invention is not a single, simple factual determination. 
Rather, it is a conclusion reached by weighing all the above noted factual 
considerations. In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404. These factors were 
enumerated in the previous Office Action dated October 12, 2006, and are maintained. 

Furthermore, reasonable guidance with respect to predicting the response of any 
cancer to a particular treatment regimen relies on quantitative analysis from defined 
populations, which have been administered by the drug. This type of data might be 
derived from retrospective trials of drug testing in patients that have been diagnosed 
with cancer. 

Hence, one of ordinary skill in the art would have a reasonable basis for 
predicting whether or not the drug would provoke a remission in a certain type of 
cancer. The essential element towards the validation of a preventive therapeutic is the 
ability to test the drug on subjects monitored in advance of clinical cancer and link those 
results with subsequent histological confirmation of the presence or absence of disease. 

This irrefutable link between antecedent drug and subsequent knowledge of the 
prevention of the disease is the essence of a valid tumor agent. 

Moreover, the treatment of cancer is at most unpredictable as underscored by 
Gura (Science, vol. 278, 1997, pp. 1041-1042) who discusses the potential 
shortcomings of potential anti-cancer agents including extrapolating from in-vitro to in- 
vivo protocols, the problems of drug testing in knockout mice, and problems associated 
with clonogenic assays. 
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Indeed, since formal screening began in 1955, thousands of drugs have shown 
activity in either cell or animal models, but only 39 that are used exclusively for 
chemotherapy, as opposed to supportive care, have won approval from the FDA (page 
1041, 1 st column) wherein the fundamental problem in drug discovery for cancer is that 
the model systems are not predictive. 

Thus, claims 43-71 fail to comply with the enablement requirement. Therefore, 
the rejection of claims 43-71 under 35 U.S.C. 1 12, first paragraph, set forth in the Office 
Action date October 12, 2006 has been maintained for the reasons of record and for the 
reasons set forth herein. 

Conclusion 

Claims 43-71 are pending. Claims 43-71 are rejected. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Application/Control Number: 10/659,499 



Page 5 



Art Unit: 1624 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V. WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




